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1) Claims 1 to 31 are pending in the instant application. Claims 1, 9 and 16 
to 19 have been amended and claim 32 has been canceled as requested by Applicant 
in Paper Number 19, filed 02 June of 2003. 

2) Claims 15 and 20 to 31 stand withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Election was made without traverse in Paper No. 1 1 . 

3) Any objection or rejection of record which is not expressly repeated in this 
action has been overcome by Applicant's response and withdrawn. 

4) The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office action. 

5) Claims 1 to 4, 8, 10 to 14 and 16 to 19 stand rejected under 35 U.S.C. 
112, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention for those reasons of 
record in section 5 of Paper Number 16. Applicant has traversed this rejection on the 
premise that undue experimentation would not be required to predictably alter the amino 
acid sequence presented in SEQ ID NO:2 because Applicant has provided "the basic 
structural templates for comparison (SEQ ID No:2 and SEQ ID No:2) and methods for 
assaying molecules with EDGE8 activity" as well as "methods for mutatoing the recited 
sequences". 

. Applicant appears to have taken the position that 35 U.S.C, 112, first 
paragraph, permits an artisan to present claims of essentially limitless breadth so long 



Application/Control Number: 09/842,316 Page 3 

Art Unit: 1646 

as the specification provides one with the ability to test any particular embodiment which 
is encompassed by the material limitations of a claim and thereby distinguish between 
those embodiments which meet the functional limitations from those embodiments 
which don't. This argument is not entirely without merit. However, the issue here is the 
breadth of the claims in light of the predictability of the art as determined by the number 
of working examples, the skill level of the artisan and the guidance presented in the 
instant specification and the prior art of record. Applicant's "make and test" position is 
inconsistent with the decisions in In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 
1970) which was cited as the judicial basis for the instant rejection in the previous office 
action, Amgen v. Chugai Pharmaceuticals Co. Ltd., 13 USPQ2d, 1737 (1990), and In re 
Wands, 8 USPQ2d, 1400 (CAFC 1988). In re Wands stated that the factors to be 
considered in determining whether a disclosure would require undue experimentation 
include (1 ) the quantity of experimentation necessary, (2) the amount of direction or 
guidance presented, (3) the presence or absence of working examples, (4) the nature of 
the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the 
predictability or unpredictability of the art and, (8) the breadth of the claims. All of these 
factors were addressed in the initial rejection. As stated therein, claim 1 encompasses 
an isolated polynucleotide encoding an amino acid sequence which can deviate from 
SEQ ID NO:2 by as many as 120 residues out of 399. The current claims encompass 
nucleic acids encoding non-naturally occurring proteins having an amino acid sequence 
which deviates from the single naturally occurring amino acid sequence disclosed in the 
instant specification by as many as 120 amino acid residues. These claims encompass 



Application/Control Number: 09/842,31 6 Page 4 

Art Unit: 1646 

over 20 120 material embodiments, none of which contain the only functional embodiment 

described in the instant specification. Breadth alone is not the issue, however. As 

stated in section 7 of Paper Number 16, In re Fisher, 427 F.2d 833, 166 USPQ 18 

(CCPA 1970), held that 

"Inventor should be allowed to dominate future patentable inventions of 
others where those inventions were based in some way on his teachings, since 
such improvements while unobvious from his teachings, are still within his 
contribution, since improvement was made possible by his work; however, he 
must not be permitted to achieve this dominance by claims which are insufficiently 
supported and, hence, not in compliance with first paragraph of 35 U.S.C. 112; 
that paragraph requires that scope of claims must bear a reasonable correlation to 
scope of enablement provided by specification to persons of ordinary skill in the 
art; in cases involving predictable factors, such as mechanical or electrical 
elements, a single embodiment provides broad enablement in the sense that, once 
imagined, other embodiments can be made without difficulty and their 
performance characteristics predicted by resort to known scientific law; in cases 
involving unpredictable factors, such as most chemical reactions and physiological 
activity, scope of enablement varies inversely with degree of unpredictability of 
factors involved." 

Having established the breadth of the claims, Wands now requires that one consider the 
number of working examples presented in the instant specification. It is noted that there 
in not a single example in the instant specification, working or prophetic, of a functional 
"EDG8" protein whose amino acid sequence deviates from nature by even a single 
amino acid residue. Since there are no working examples, then one must consider 
the guidance provided by the instant specification and the prior art of record. The 
instant specification provides absolutely no guidance as to which amino acid residues in 
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SEQ ID NO:2 of the instant application are essential for the functional and structural 
integrity of an "EDG8" protein and which residues are either substitutable or 
expendable. Further, there is no functionally and structurally analogous protein which 
has been identified in the prior art for which this information is known and could be 
applied to SEQID NO:2 by analogy. In conclusion, the instant claim encompasses 
nucleic acids encoding a vast, almost limitless, number of function "EDG8" proteins 
having non-naturally occurring amino acid sequences and yet the instant specification 
provides no working examples and no guidance that would permit and artisan to 
practice the invention commensurate with the scope of the instant claims. 

Applicant's argument is based upon a premise that the standard under 35 U.S.C.. 
1 12, first paragraph, is that of mutating a subject protein and testing to see if it retains 
the desired biological activity is a position that has been routinely dismissed by the 
courts, as shown by those decisions cited above. 

Further, In re Wands determined that the repetition of work which was disclosed 
in a patent application as producing a composition containing an antibody, which is a 
naturally occurring compound, did not constitute undue experimentation even if the 
antibody produced thereby was not identical to those that were disclosed in that 
application. The instant claims are not limited to naturally occurring compounds and the 
instant specification does not provide a description of a repeatable process of producing 
an isolated nucleic acid encoding an "EDG8" protein whose amino acid deviates from 
the single disclosed, naturally occurring sequence by as much as 33%. To practice the 
instant invention in a manner consistent with the breadth of the claims would not require 
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just a repetition of the work that is described in the instant application but a substantial 
inventive contribution on the part of a practitioner which would involve the determination 
of those amino acid residues in the amino acid sequence of SEQ ID NO:2 which are 
required for the functional and structural integrity of that protein. It is this additional 
characterization of that single disclosed, naturally occurring, protein that is required in 
order to obtain the functional and structural data needed to permit one to produce an 
isolated nucleic acid encoding an "EDGE*" protein which meets both the structural and 
functional requirements of the instant claims that constitutes undue experimentation. 

With regard to the propriety of specifically considering the decisions of In re 
Fisher, Amgen Inc. v. Chugai, and In re Wands to the exclusion of other judicial 
decisions in determining the patentability of the instant claims, Applicant is encouraged 
to review the discussion of 35 U.S.C, 112, first paragraph in the CAFC decision, 
Genentech, Inc. v. Novo Nordisk, 42 USPQ2d, 100 (CAFC 1997), in which these three 
decisions were considered as the controlling precedents in determining enablement 
issues where protein and recombinant DNA issues are concerned. These decisions 
have been relied upon in the instant rejection and by the court because they show that 
the judicial interpretation of the first paragraph of 35 U.S.C, 112 requires that the 
breadth of claims must be based upon the predictability of the claimed subject matter 
and not on some standard of trial and error. To argue that one can make material 
embodiments of the invention and then test for those that work in the manner disclosed 
or that the instant claims only encompass the working embodiments is judicially 
unsound. Unless one has a reasonable expectation that any one material 
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embodiment of the claimed invention would be more likely than not to function in the 
manner disclosed or the instant specification provides sufficient guidance to permit one 
to identify those embodiments which are more likely to work that not without actually 
making and testing them then the instant application does not support the breadth of the 
claims. In the instant case it is highly improbable that any protein having 67% amino 
acid sequence identity to the disclosed protein will more likely than not perform in the 
manner disclosed and the instant specification does not provide the guidance needed to 
predictably alter that sequence with any reasonable expectation that the resulting 
protein will function as an ":EDG8" protein. 

6) Claims 1 to 14 and 16 to 19 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

6.1 ) These claims are vague and indefinite in so far as they employ the term 
"EDG8" as a limitation for those reasons of record as applied to claims 18 and 32 in 
section 1 1 .2 of Paper Number 12. As stated therein, because the instant specification 
does not identify that property or combination of properties which is unique to and, 
therefore, definitive of "EDG8" an artisan can not determine if a compound which meets 
all of the other limitations of a claim would then be included or excluded from the 
claimed subject matter by the presence of this limitation. As stated ion the previous 
rejection, "if it is Applicant's intention to define the limitation "EDG8 biological activity" in 
terms of a specific activity, then it is this defining activity which should be recited in the 
claims in place of that limitation". 
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6.2)' These claims are also vague and indefinite because the metes and 
bounds of the limitation "related lysophospholipid mediators" are undeterminable. 

7) Claims 1 to 8, 10 to 14 and 16 to 19 stand rejected under 35 U.S.C. 
102(b) as being clearly anticipated by each of the Glucksmann et al. (WO 00/11166 A1, 
02 Mar. 2000) and Behan et al. (WO 00/22131, 20 Apr. 2000) patent publications for 
those reasons of record in section 13 of Paper Number 12. As stated therein, the amino 
acid sequence presented in SEQ ID NO:2 of the instant application appears to be 
identical to the amino acid sequence presented in Figures 1A and 1B of Glucksmann et 
al. and amino acid residues 104 to 500 in SEQ ID NO:32 of Behan et al. Applicant's 
argument that neither of these references describe a nucleic acid encoding a function 
fragment of the proteins described therein is irrelavent to the rejected claims because a 
claim is anticipated by any single prior art embodiment encompassed thereby. The 
instant claims are not limited to nucleic acids encoding functional fragments of SEQ ID 
NO:2 and Applicant has failed to identify that limitation in the instant claims which 
excludes the nucleic acids described in these references. 

8) Applicant's arguments filed 26 November of 2003 have been fully 
considered but they are not persuasive for those reasons given above. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John D. Ulm whose telephone number is (571) 272- 
0880. The examiner can normally be reached on 9:00AM to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yvonne Eyler can be reached on (571) 272-0871. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




JOHN ULM 



